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Background and Request:

Amvac Chemical Corporation is in the process of conducting a
21-day dermal study in the rat in response to a Data Call-In
requirement for PCNB. On the basis of a range-finding study, the
dose levels that were selected for this study were 0, 100, 300
and 1000 mg/kg/day. The in-life phase of the study has been
completed and the microscopic examinations are in progress.

" Amvac has submitted to the Agency a preliminary 6(a) (2)
notification letter stating that there is evidence of hypertrophy
and hyperplasia of the follicular epithelium of the thyroid gland
in the high dose males (4/5 tested). The Registrant expects to
submit the final report to the Agency in August, 1992. The
letter was sent to the Toxicology Branch (TB-1) as an FYI. TB-I
was not .asked to officially respond to the letter.

Toxicology Branch Response:

TB-I acknowledges the receipt of the preliminary
notification of the possible 6(a)(2) data for the 21-day dermal
study on PCNB. As the instructions state on the bean sheet, TB-I
will wait for the final report before commenting on the results

from the study. |
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